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EPKINLY® | 4 mg/vial; 48 mg/vial

< Epcoritamab

__DK \E %]L ”Y“J FEANEM | B2 R ZEEMIES

SR T ARG ShisA RN HER S E
> EEEUTARGSNEZ —EBANAREY  EREOMEABNRER - —& T ARHR

o
VAR

FEHRTNFRARGIRE  BEGAEALAN LRSEBLINEERE

EIETVEIE (Step-Up Dosing): 4 7RIV AN AR ERUEEEE (CRS) EARKIE - BRI
FIEIEXEESE  YIREERE - BRZHMENESE  BERENEER=
VT SR ERER  TERERAZEAE - mABRE L ERERDIEE ol SErI A1
ZENUEEEE (cytokine release syndrome) -

> HEYIRRSE

1.

Epcoritamab ( Emm# : Epkinly™ ) 2—7& S45E% T Mil4ESHEe ( Bispecific T-cell
Engager, BiTE) - OJERE4&S T 41 LR CD3 LUK Bt B 4l _EAY CD20 - 26 T A0
HIBEAARETRRERE - ZZED B TES (SC) H4AZE - HENEFIkERER BITE
BEEFENZEMEEN M - 2016-2018 : EERAIRZ BRIRBIFIET - Epcoritamab

BEANGZE T AiMARSE CD20+ MERAN - BV ERFZEENBEYUREE  H ETE
FAv4REE S AR D MM R ERUE 8% (CRS ) AI%4 -

2. 2018-2020 : R ABEHEE - FINELL Epcoritamab 7£ 1888/ B AIMIEAARE R
WMERE PRZEHEERY - TgthE 7 BHEXBSEIEESSE (0.16 mg - 0.8 mg — 48
mg ) - LIBE{E CRS =z -

3. 2021-2022 : EEAREXMEIL : /£ EPCORE NHL-1 _HARA# 52 & - Epcoritamab REE

551 DLBCL I AP ZEZ| #AREZHE (ORR) 963% - TEEME (CR) 8939% - 4
%."ET Epcoritamab % TIBIES{ER ( off-the-shelf ) B T AR EE % - BEE CAR-T
HENBENBRIEEDHE -

4. EPCORE CLL-1 (NCT04623541) : tAERNEMMHEMRM®E (CLL ) BETWIEA -

5. W&ABEME . B R-CHOP ( Fi4% DLBCL) - lenalidomide g tafasitamab ZZ#) {3+
A -

EEE 3
ﬁﬁﬁ’\@?‘“ﬁ&/u H(EDESB4R) 2 DLBCLEA (58 2023 &£ 5 B FDA iRz & £) - B8

BAUMEVERBIR)ZFL F/\ (EB_IEIEFEAE FDA 1% 2024 &£ 6 AMNEZ A& £h)
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US FDA

. sl AT/ ERARA AlBRAS R RZEIE
s i

Relapsed/ Phase Il study, single arm. | (Median f/u: 25.1 months) Epcoritamab:

refractory DLBCL | P: 157 patients with ORR: 63.1%; CR: 40.1% Cycle 1: 0.16 mg SC on Day

and high-grade
lymphoma

(Ref: Leukemia.
2024. Dec;38(12):

DLBCL, NOS, including
DLBCL arising from
indolent lymphoma, and
high-grade B-cell

mDOR: 17.3 months
ePFS at 24 months: 27.8%
eOS at 24 months: 44.6%
Grade 3~5 AEs: 68.8%

1,0.8 mg SC on Day 8, 48
mg SC on Days 15 and 22
Cycles 2-3:48 mg SC on
Days 1,8, 15, and 22

2653-2662.) lymphoma, after >= 2 TRAEs leading to Cycles 4-9:48 mg SC on
(EPCORE NHL-T; lines of therapy. discontinuation: 14.6%; Days 1 and 15
NCT03625037) l: epcoritamab Cycles 10 and beyond: 48

mg SC on Day 1
Relapsed/ Phase Il study, single arm. | (Median f/u: 14.8 months) Epcoritamab:

refractory FL
(Ref: Lancet
Haematol 2024;11:

P: 128 patients with R/R
FL after >= 2 lines of
therapy.

ORR: 82.0%; CR: 62.5%
mDOR: NR
ePFS at 18 months: 49%

Cycle 1: 0.16 mg SC on Day
1,0.8 mg SC on Day 8, 48
mg SC on Days 15 and 22

e593-e605.) l: epcoritamab Grade 3 CRS: 2%; All grade Cycles 2-3: 48 mg SC on
(EPCORE NHL-1; ICANS: 6% Days 1, 8,15, and 22
NCT03625037) Cycles 4-9:48 mg SC on
Days 1 and 15
Cycles 10 and beyond: 48
mg on Day 1
(Not yet approved) | Phase Il study, single arm. | (Median f/u: 13.2 months) Epcoritamab:
(Ref: Blood. 2025 | P: 103 patients with ORR: 85%; CR: 61%; Cycle 1: 0.16 mg SC on Day
Apr 10;145(15): ASCT-ineligible DLBCL, | mDOR: 11.7 months 1,0.8 mg SCon Day 8, 3
1621-1631) R/R to =1 prior therapy. | mPFS: 11.2 months mg SC on Day 15 and 48
(EPCORE NHL-2; I: Combination therapy mQOS: 21.6 months mg SC on Day 22
NCT04663347) with epcoritamab + Grade 3 CRS: 1%; All grade Cycles 2-3:48 mg SC on
GemOx (gemcitabine + ICANS: 3% Days 1,8, 15, and 22
oxaliplatin Q2W*8 doses) | TEAEs leading to Cycles 4-9:48 mg SC on
discontinuation: 19% Days 1 and 15
Cycles 10 and beyond: 48
mg SC on Day T;
Gemcitabine, 1000 mg/m2;
IV Q2W*4 cycles;
Oxaliplatin, 100 mg/
m2 IV Q2W*4 cycles;
BT
1. #R#IE NCCN #55| - DLBCL i AE R EE =R EEE A CAR-T 302 BsAb - BIZAFEVREES 8 AAY ORR £ 5
A CR « A ZHRANERERRERR - OJFEM CAR-T WEFHIFREE - B CAR-TEEEREBINAE 45
WAERBRER - AL BsAb &)X ( 813 epcoritamab ) IR T olBIRSERMNSE —RaELE - H_Hahse

SREEJROI%ERL 6 AAY ORR 2 4 B A9 CR - BiERL CR BAIME CR 4R RBIE 64.2% -

REEHRSE - B - R s e R BT - FBinfermation 2025
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2. EPCORE NHL-1 sEBEREUR - FL 3B ERBIE =S - £ epcoritamab TJZEM A 80% B ORR £ 60%
BCR-5—FHHE EEE=48%r CAR-T ( ¥ axicabtagene ciloleucel - tisagenlecleucel I lisocabtagene
maraleucel ) - EERRERERDZE 90% H ORR £ 70% = 80% H CR rate - BAIMESERMNE =R LE
ER - At - BB =—RAREE L IRFTEHREUELEUME -

3. EPCORE NHL-2 #fZE &~ - epcoritamab &1 GemOx Tl %378 % B JIAHEZ BB DLBCL W AZERIAX 85% K
ORR - W AEE 60% K CR rate - BRIiThE - BB EEREAER BiAb Zm 7% glofitamab - @& GemOx 1t
B5% - BAS BRI 282 - IR STARGLO B E 7 AERSE R EIAEIBEN DLBCLEA - I
BEWE kM . —#ES glofitamab &6 GemOx - S —ARIBESEHM rituximab S GemOx - HEBER
BN MANPUATEHAREZEEZR (NEvs. 988 - HR:0.59 - P: 0.011) - k2K epcoritamab TJgEEN{SiESE
—IREEE  AEEEE DIBCL ZE_RE)UEBNEHES -

>  AE: adverse events. BsAb: bispecific antibodies; CAR-T: chimeric antigen T cells; CR: Complete response;
CRS: cytokine release syndrome; DLBCL: diffuse large B cell ymphoma; ePFS: estimated progression-free
survival; eOS: estimated overall survival; FL: follicular lymphoma, mDOR: I: intervention; ICANS: immune
effector cell-associated neurotoxicity syndrome; median duration of response; mPFS: median progression
free survival; mOS: median overall survival; NR; not reached; P: population; R/R: relapse/refractory; NOS:
not otherwise specified; TEAE: treatment emergent adverse events; TRAE: treatment-related adverse
events; ORR : overall response rate.

M REESEEFR

> B0ttt B (10~30%89m A S ERILEIFA)

> MREBSEEER | REMIED (87~94% ; 3/4 # : 77~82%) ; B (59~62% ; 3/4 4 :
10~12%) ; BESPHERIR D (50~55% ; 3/4 #& : 30~32%) ; M/MRETEUR D (48~49% ; 3/4
R 8~12%)

AREENEREIFA

> BREIFH (220%) 81 : ARAEREIUERR - KD - IIRB AR - JT5EbMIRE - %
2 I8 - IROMER

> HihSZHGEFEROT

1. =BHEEHREUEIER  BE (29~37% ; 3/4 & : 2.5~5%) ~ JEGEMIERE (27~58%) - &
1% (24~26%)

. REZGEIER  MIREEREREEE (49~51% ; 3/4 #4& 1 0~2.5%)

3. MEABSREIER : ABERKRE (28% ; 3/4#& : 1.3%)
BEEESEEITEA : 18R (23% ; 3/4 4% : 0.9%) - i8R (20%) ~ I&/0 (20% ; 3/4 #& : 1.3%)
&0t (12% ; 3/4 #& : 0.6%) ~ BRAFZIK (12% ; 3/4 #& : 0.6%)

5. KEBHEEIFER : K2 (15% ; 3/4 #4& : 0.6%)
MBS EEIFA 588 (13% ; 3/4 4 : 0.6%) ~ MRBHRNE (13%) - BEMLRE
(13% ; 3/4 #&:1.6%) ~ B8 (11%) ~ KHE (13%)

7. OMERIEA : KE (14~17% ; 3/4#& : 0~1.9%) ~ DVEAZEE (10% ; 3/4 4% : 0.6%)
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8. MIRAREARITEA : XM (20%) ~ [FIREZE (17%)

9. BERZEJEER : MMEFK (51~56% ; 3/4 & : 1.6~2.6%) - MBEFEIE (20~56%) - MM EFFEE
(20~48% ; 3/4 4% : 3.1~4.6%) - MEEFEE (20~31%) ~ MBEET EF (24% ; 3/4#& : 3.3%) - M
8B EH (21% ; 3/4 & : 1.3%) ~ AST E7t (44~48% ; 3/4 #& : 4.6~6%) ~ ALT E£F+
(45~47% ; 3/4 4% : 5.3~8%) ~ ALP EF+ (29%) ~ BEAIE L7t (28% ; 3/4 #& : 1.6%)

> HREERTERAE(REE (CRS ) MUERFREVE/AEMREIE © 3% - RAISRE - WIREE - S80EAL
SIRENAL ~ % BRE - BRESRERNE - RPHEAS - OBEINEE -

> SBNEAMARRMESHRERE (ICANS ) MERREK/EREE « SRUEERL - B8R - IR
NRK -~ HEEE - BEMBLINERIEERE - REE JBELIRB R EMAINEKE - Bt
B RSB ER(F

HE . BREEVETHRASARE  FIWENEIER 81  ZYASHEIER RAERKIBEVER - NE2E Nt
HEMZEY WO RERIER - ZYEIEANERSHEREEM RGNS RBEHEE (Common Terminology
Criteria for Adverse Events, CTCAE) - EFERAREMNHFEABZESRCELER  IRERETUENREESR - M
DMARELRBNFRIDE - PREM (1 4R) PR Q&) BREQG AR - B 4 MTILET G R) - B34 3 AL

FWEIERR  FEENAREHETHEREAFE | ERE4RFR  ASHFRERNABREE -

REMNEHRSE  EARE - FLEESEEAMEER B - i E"_:"ihél;:(ﬂ'f?ﬁ@‘.ﬂ:{@?i 2025
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pEpSRREERESR ¢

> Epcoritamab HI4AZERFIZ (3R—)
5 TR AR R R 2RV E 4 - ¥ DLBCL 3¢ High-grade lymphoma B9%% A BIFE %A
£/ Epcoritamab EEMEER/NIEIEHE - BRFE-REETERTEZHE - MY FL 7R
ABE=EAR/NIEEEE  BEIFENREESERTEEZ - DLBCL EEEE—HIE

Day 15 (48 mg) BFE Rz 24 /15 ; FL & EFE—HEE] Day 22 (48 mqg) BEER: 24 /NF -
A EEE MR EGEREAMERIERNES - SANAERENR I NE -

DLBCL or High-grade lymphoma

rREEpGIE ° ZEEPEEH HERE Epcoritamab ElI£
1K IEAETIE 1 0.16 mg

=g RN, EIETE S 2 0.8 mg

BIRHIEY %15 % ° ERABEE | 48 mg (BEFREE 24 /1)
22K BEEE 48 mg

E_ - —FERE %£1,8,1522 X =y =Yl 48 mg SC QW

FE~ N ERE %£1,15X BRI S 48 mg SC Q2W

BEHEREMNE F£1X BEEE 48 mg SC Q4W

Follicular ymphoma & A

BB F4%H HERE Epcoritamab El=
F£1X EIBTE 1 0.16 mg
feps jm| 2] @ \ﬁiml = 2 .
EILH =S o N
EIRRIEH E15K° EIBTIE 3 3 mg
FE 22X AETEIE 48 mg (FBAEBTEIZE 24 /)\F)
E_ - DERE %1,8,15 22 K BB 48 mg SC QW
AEMEMRSE LR - BRI SR BRI BT - FRinfermation 2025
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F~NER £1,15K ==Yl k== 48 mg SC Q2W
HHEREMUE F1X ==Yl 48 mg SC Q4W

a. BEER28 K-
*DLBCL: diffuse large B-cell lymphoma.
> Epcoritamab Mk EAAZEETE (R )

EoMBERAEREMITE A RIE MR B AREREENR IR

.
5

DLBCL or High-grade lymphoma

E—RIERE B F—FIEpFRERRE BEXEATEIGE

IEEm S i
KR8 K SHLUEEEIE 1 (0.16 mg) RIS
(0.16 mg)

S <=14 % HiHT 48 mg - ZHEIKIER S E R
(0.8 mg) K14 K S LUREHE 1 (0.16 mg)BItAKET
- <=6i8 Hi$T 48 mg - T IRERE B Y R
(48 mg) K 638 S LUREHE 1 (0.16 mg) BT

Follicular lymphoma

E—RIE&E B EF-FSEnNEEER 2 EEREAREZIGE

iEIZHJYE 'I
= AR 8 F SHLUEMEISE 1(0.16 mg)BItAHEH
(0.16 mq)
imnmji 2 —,—
K 8 K S LUEMEIE 1 (0.16 mg)BItANEHT
(0.8 mg)
F S 3 <=14 % §3T 48 mg - T EWIEE L E R
(3 mg) K14 F SELUEMEIS 1 (0.16 mg)BIAHEST

KEMEHSE BN - BRI BT B - F=Binfermation 2025
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EeMBRAERREMEERE - BIRE NRNKELEREENREEARE

_I

DLBCL or High-grade lymphoma

—RIE&E # F—RISNKE-ER BEkiERE IR

S <=6 HEF] 48 mg - B WIERTEHE 2 ER
(48 mg) K 638 SLUEMEIS 1 (0.16 mg)BIAHEST
> Epcorltamab HIFERI 42 m (premedication) 2525 3 -
EE—FEEBRAE LX&E-EJ:—Z/’Q/:.Kﬁjﬁﬂ‘iiﬂﬂﬂ’@ﬁ%ﬁﬂ%ﬁﬂﬁ - RIRAAEERIRYFE /)
RIEM/NSATRGEEE - BEM N =E%R
o MEMMEERZ (dexamethasone PO/IV 15 mg or prednisolone 100 mg PO/IV
QD)
e H1RA (diphenhydramine PO/IV 50 mg or equivalent)
o RIEZEm (acetaminophen 650~1000 mg PO/IV or equivalent)
S
> BURERREE
o HEARNBINBEAZMMAEEIE
o ARMERMEBINEEARZS (Cler 15 to < 30 mL/min)EREABHEE B A B EREER
> MINEEAZRE :

o HEZHEMINEEARZREA (total bilirubin > 1.5 times ULN and any AST) @& IR E
o

> HARKEBRFAZRAEIE - AZZEDEE Epcoritamab WEREIEEIE - MUY

EIEE e BRI T EE

AR BB R RUE {2 8% (CRS)’

BEREE RIRAEAR o

> HIFRELRE CRS :5508FE2 CRS

TEER

14 f=m >= 38 °C

RETEHSE BN - R SR R BT - F=Binfermation 2025



> EERERE CRS 1534EES CRS
=38 A > f%i%m—fé%aﬁﬁrz
1. HRBRREAREL | T—;gﬂggéﬁi IEF%rA&
> mm% 5/8 -
2 ARBRREREME > EATHRAEERESRDREEY
%EEJZUM&_C (blow— _ .
o) ABAE Z - BR# T tocilizumab 8 mg/kg IV -
BERNRNE  AZEEM BB
g0 anakinra % siltuximab -
=# CRS :
> EERETRE CRS IH3ABES CRS
SRR
ARim >=38°CH > BTEHEUEEL  OENERERE -
1. BERETTEBAES | Toxpms AR TENEEE
ZEMEE (MLENA 5 F—RAERHEAAER
3 & vasopressin) 2/H > #F tocilizumab 8 mg/kg IV? - 45ZE581])
2. ERBEERSRER KE - AIEEBMLEREED
B8 - facemask, anakinra 2 siltuximab -«

NRM, Venturi mask
B2 =4 CRS :
> KAIFEE -
> ATZREUMEL  BERNERERE

fe)m >=38°CH
=S TEA B 2R
[M B (A E$E vasopressin) 3
4 4% /B
EEREREREE B
CPAP - BiPAP - &= Bt
yEES]

7]<ﬂ :rg?—g °
> ATEUMELE  BERENERERE

® :f : NRM: non-rebreather mask. CPAP: continuous positive airway pressure; BiPAP:
bilevel positive airway pressure. a: tocilizumab [E—=R CRS &Z ReEiTmE - B
mEIA 2/ ElR 8 /N ; 6 BRRZS RAEMTT =1 -

% B AR R AR BN 1S AL R 1224 (ICANSS)
¢ |

AENERSE  BARY  HEOBES RN IERR BT - F=Binfermatien 2025
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BERE

= RIRAEA BRI

>  EEFAEET ICANS £
ICE 58 7~9 5% o

14 e a gy | EUSESER  1EEE0ENEIR
= TEARE ST RIS - T B A Y

> EEAZEEEICANS &
> # T dexamethasone 10 mg IV Q6H - iz

ICE 7#13~6
?if":’ﬁﬂ%?u ICANS WERI—4R ()L T EH
2 4R BEKFETREERESR - ;mJ N =
W > ESRIAARERREAR - 0 E BRI BRI K
MEEZR - WAL BB EYE A
BEREEE =R ICANS :
> FEAZEFE ICANS &2
ICE 274 0~2 5 > # T dexamethasone 10 mg IV Q6H - i
1 EBAETR . B S FEAE ICANS RER—R(E)UTERE
EERIYE R E TR =
> ERREEE - > ESRIAARERREAR - 0 E BRI BRI K
BE PRI kA R MEEZR - WAL BB EYE A

e sy | > AT  QEERERE

3 #&
FISRTIAERE | mgim =R ICANS
FEARMY EEG L3EHIE > kafmzE
IR R AF > #Y dexamethasone 10 mg IV Q6H - i
3. BAETE - R 5 FE] ICANS WRiEE)— 414 R A
G2 FBRBEEM K = .
e - > BORIFRARERTER - I E BRI BEK

HEZEX - Wl BEEYRER
> MATXIHUEL BRENERERE

AENEH-SE  BERY  RARHEESEEAMEERIER - cm{ww@%mﬁ 2025
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ICE &2 0 2
1. BREKFEREEE:
RBEARKIREE - 5L
FERSEERNE
BRIFT BEMREE - 51
ERBEURANENEE
2. EEMBEEE B

HanpV RIS E B 82
>  KAIFEE -
E(>5 788) ; SLEE 9
» #T dexamethasone 10 mg IV Q6H - i
HEER PR AR o 548 B FE ICANS WE S — R4 B E R
fF . SEfERRRKIRIE o
E=}
4 4K EREICE > BE R4 T methylprednisolone 1000

3. EFINEERIT MNEE
& BRENFEEY
INREFRT] - BN {R B
SELEE

4. BRAEEFE / BEKEE
FHE NAEA/EIZ -
7f$ BB BN

EMERKEE ~ BANK
76%)32 SEEES
EEVAS )i PR TPE
S ARFLRKEE ~ SlfE
REE =K -

mg/day M58 KL

> ERARAEEER - I ERBRARMAARI A A
HEZEX - Wl BEEYRER

> MATXIHNEREL SRENERERE

® |CE: immune effector cell-associated encephalopathy assessment.

FERFE %8 7Y B9 gz BB AR Rl EIE
ANC < 0.5*1079/L FiEAZEFZ ANC 55 0.5%1079/L
Mm&=EM%
Plt < 50000/mcL F=FHZEH % Plt >= 50000/mcL
. > HIERBERRTEER
GE PR i e
> HRFBIOREE - EEKA[(FEE

AEEHSE  EERY  BREET SR BRI BT - nﬁiﬁ{wmamﬁ 2025
TR
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S/EREREAERERE 3]

\4

HEREERZEIERRER 1 #EENER

\4

Epcoritamab &% RWEITERS | MIRAEREREGRE - K5 - IIRERERE - JZ5E
URFE - 822 - I8 ~ ROAIER -
= REITERRSEELD

-~

SRR
BI1EF

R RTRIR/E%
MR RBEDUE | 320% - 198 - B0
f&=%% (CRS) B

>t

B,
==

&~ [FOR R

ERRRIFEELCR - BIRREARREH
> >
DFEERR - B

RERBFERE | BEXR 49~51% - K=

% grade 1~2 - Grade 3 B4 {& 0~2.5% -
RZH CRS BEEERAEHIE (48%) I
BRI P NE% 24~59 N\ - FEERB P
2R
>
BAAEMH(EE % | EEEM - [BE - B
& e A A AR
IS MR RE

—B®5E CRS A4
(ICANS)

>
B - ERMEH - KB

TEFFEE R B RETS

3~57%0.6% °
NG

TG ER A BE
RERBFERE | BEROR 6%

» grade
ICANS HyBs 5B CRS A A —TEBHEE
44,

SERRPUEE 3 X  HEBEPUEE 2
x

SEE
AST/ALT, T-bil £7+

cal
N
Vs

Al &S - RS A4 T2 AE
AST E£F : 34%, grade 3/4:1.2%

ALT E£Ft : 28%, grade 3/4:1.8%

T-bil £F : 6%, grade 3/4:0.6%
EDREERI BN EE

(MRER BRI E)

B M3KE

Grade 3/4: 15%, 361 1.3%
RBEMBKE N REAT

+ 425 B

ANC M

VIV V V|V V V V|V

SEE AR ER
PRIECRERRE B 2 4] epcoritamab
Grade 3/4 3842 : 32%
> 2

AR ER)
*ANC: absolute neutrophil count; CRS: cytokine-release syndrome; ICANS: Immune
effector cell-associated neurotoxicity syndrome.
> HinRABILAY

= 45

Al MK EE
32—

)RR &8 —RARA Epcoritamab 8 4 BB A - olgERZHNEEEBERABEVN
KENEHRSE  EERR - FAHREESEEMSEER B - 52

eS8 inTermatien

AR e
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WP IR -
IEEEH R BRI T D mEH R RN E R - HE—HIFEERN 4 @R AE AR % H
FL -

EMRX G 1ER

> Epcoritamab TJgEZE AR RGN0 - B3 CYP HEAR XIS MRING] - MmERALRH CYP
HEREAH I SBERE L -

mARERIIER

> ZMIKETE  EEREL S HRIENR

> BRI CRS (CRS WEUK/EMRTIREEIIE S IE  GRE ~ BB - (BIME - OIEBER - BREAE
FEA D) URBKSHEIS/ER (815 ICANS) - EEETERZEH B RIZEEE M

ENEM - KBS - DU - O - BRAMRINEE - BRAMRE/E - B8R/
BBV EIS/RE R (T e B AL A B HAE)

> RREDH . SREOZABTIREARECRENR - WEE - W - [FR2E - 5BRSE - 2
ZR g MR E Mg e igaE DIk B RIRT K A%

> SAERRHMAERIAE (EEBEEENNZ D) -

}}

6
e
Epcoritamab mechanism of action in Diffuse Large B-cell Lymphoma (DLBCL)
Epcoritamab
€020
Pty
4 \
CD3+/T-cell | \ DLBCL cell
\\t\:___//
Cytotoxic S \_/ eo0q ° » | Cytotoxic
granules “‘—° ') T-cell _o 29 ?0° granules
o 0. . @ mediated "% 0 %o
® o0 © killing i

Figure 1. Epcoritamab T cell — engagement with the CD3 receptor on T cells
and the CD20 receptor on the surface of lymphoma cells.

> Epcoritamab HITASEE 5T EATEE ¢
Epcoritamab & AJRR IgG1 B8R CD3xCD20 452138 - #158 Fab region H—
ImEA B 4HfE _EAY CD20 455 - Fab region M5 —Im A& T AHMEAY CD3 &5 - Milns B
EEEEET AREL  EEHR B ARNARSRIER  SREARET -
RANEMSE . EE5N - BANRE R AR B - AEinfermation 2025
TERR e
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. AR RARARERERE: (CRS) RUBRERMEREY - LN RREARBEZRN "1E
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	 致吐性：低 (10~30%的病人會有嘔吐副作用)
	 血液學方面副作用：淋巴細胞減少 (87~94%；3/4 級：77~82%)；貧血 (59~62%；3/4 級：10~12%)；嗜中性球減少 (50~55%；3/4 級：30~32%)；血小板計數減少 (48~49%；3/4 級：8~12%)
	 常見副作用 (≥20%) 包括：細胞激素釋放症候群、疲勞、肌肉骨骼疼痛、注射部位反應、發熱、腹痛、噁心和腹瀉。
	1. 全身性或注射部位副作用：疲累 (29~37%；3/4 級：2.5~5%)、注射部位疼痛 (27~58%)、發燒 (24~26%)
	2. 免疫系統副作用：細胞激素釋放症候群 (49~51%；3/4 級：0~2.5%)
	3. 肌肉骨骼副作用：肌肉骨骼疼痛 (28%；3/4 級：1.3%)
	4. 腸胃道方面副作用：腹痛 (23%；3/4 級：0.9%)、腹瀉 (20%)、噁心 (20%；3/4 級：1.3%)、嘔吐 (12%；3/4 級：0.6%)、食慾降低 (12%；3/4 級：0.6%)
	5. 皮膚方面副作用：皮疹 (15%；3/4 級：0.6%)
	6. 神經或精神方面副作用：頭痛 (13%；3/4 級：0.6%)、神經學徵象改變 (13%)、周邊神經病變 (13%；3/4級: 1.6%)、頭暈 (11%)、失眠 (13%)
	7. 心血管副作用：水腫 (14~17%；3/4 級：0~1.9%)、心律不整 (10%；3/4 級：0.6%)
	8. 呼吸相關副作用：咳嗽 (20%)、呼吸困難 (17%)
	 細胞激素釋放症候群（CRS）的臨床徵兆/症狀包括：發燒、感到焦慮、呼吸困難、意識混亂或躁動不安、發冷、頭痛、頭暈或頭重腳輕、血液中肝酶升高、心跳加速。
	 免疫效應細胞相關神經毒性症候群（ICANS）的臨床徵兆/症狀包括： 意識混亂、頭痛、注意力缺失、找詞困難、局部神經功能缺損或腦病變，嚴重者可能出現危及生命的腦水腫、暫時性昏迷或癲癇發作。
	⮚ Epcoritamab的給藥時程 (表一)
	a. 每療程為28天。
	*DLBCL: diffuse large B-cell lymphoma.
	 Epcoritamab的恢復給藥計劃 (表二)
	 Epcoritamab的預防性藥品 (premedication) 給藥方式： 在第一療程每次給藥、以及當上一次治療時發生細胞激素症候群時，需於給藥前的半小時至兩小時給予預防性療法，包括以下三種藥品：
	● 皮質性類固醇 (dexamethasone PO/IV 15 mg or prednisolone 100 mg PO/IV QD)
	● H1RA (diphenhydramine PO/IV 50 mg or equivalent)
	● 退燒藥品 (acetaminophen 650~1000 mg PO/IV or equivalent)
	 腎功能不全調整：
	● 無須因腎功能不全而調整劑量。
	● 然而在嚴重腎功能不全 (CLcr 15 to < 30 mL/min)與末期腎病變的病人尚無研究資料
	 肝功能不全調整：
	● 中度至重度肝功能不全病人 (total bilirubin > 1.5 times ULN and any AST) 尚無研究資料。
	 對不良反應的調整與處理，不建議以降低Epcoritamab的單次劑量處理，而是改以暫停並延後治療的方式處理：
	 註：NRM: non-rebreather mask. CPAP: continuous positive airway pressure; BiPAP: bilevel positive airway pressure. a: tocilizumab於同一次CRS最多只能施打兩劑，且兩劑內至少間隔8小時；6週內最多只能施打三劑。
	⮚ Epcoritamab最常見的副作用為：細胞激素釋放症候群、疲勞、肌肉骨骼疼痛、注射部位反應、發熱、腹痛、噁心和腹瀉。
	⮚ 常見副作用的發生比率與型態：
	 對胎兒與哺乳的影響： 在治療期間及最後一次服用 Epcoritamab後的 4個月內，可能懷孕的患者應使用有效的避孕措施。 此藥對於母親乳汁的分布與對嬰兒的影響未知。最後一劑停藥後的4個月內都須避免哺乳。
	 Epcoritamab可能造成細胞激素增加，導致CYP相關酵素活性被抑制，而導致經由CYP相關酵素代謝之受質藥物濃度上升。
	 全血球計數：檢查基礎值並常規追蹤。
	 監測 CRS (CRS 的徵兆/症狀可能包括發燒、缺氧、寒顫、低血壓、心搏過速、頭痛和轉氨酶升高) 以及神經毒性徵兆/症狀 (包括 ICANS) 。考慮進行實驗室檢測以監測播散性血管內凝血、血液學參數，以及肺、心臟、腎臟和肝臟功能。監測細胞減少症、過敏和/或感染的徵兆/症狀(在治療前和治療期間)。
	 感染監測：每次回診詢問並檢查有無感染症狀，如發燒、咳嗽、呼吸急促、頻尿等。必要時檢驗血液或其他檢體培養以找出感染源並及時治療。
	 治療前評估妊娠狀態 (在具有生殖潛力的女性中)。
	 Epcoritamab的抗體設計與機轉： Epcoritamab為人源的IgG1型態的CD3×CD20雙特異性抗體。抗體Fab region其一端與B 細胞上的CD20結合，Fab region的另一端則與T 細胞的CD3結合。兩端各自結合後會使T 細胞活化，產生對於B 細胞的細胞毒殺作用，造成其細胞凋亡。
	1. Thieblemont C, Karimi YH, Ghesquieres H, et al. Epcoritamab in relapsed/refractory large B-cell lymphoma: 2-year follow-up from the pivotal EPCORE NHL-1 trial. Leukemia. 2024;38(12):2653-2662.
	2. Linton KM, Vitolo U, Jurczak W, et al. Epcoritamab monotherapy in patients with relapsed or refractory follicular lymphoma (EPCORE NHL-1): a phase 2 cohort of a single-arm, multicentre study. Lancet Haematol. 2024;11(8):e593-e605.
	3. Brody JD, Jørgensen J, Belada D, et al. Epcoritamab plus GemOx in transplant-ineligible relapsed/refractory DLBCL: results from the EPCORE NHL-2 trial. Blood. 2025;145(15):1621-1631.
	4. Genmab US, Inc; AbbVie Inc. EPKINLY® (epcoritamab-bysp) prescribing information. U.S. Food and Drug Administration. Updated June 2024. Accessed September 27, 2025.
	5. Crombie JL, Graff T, Falchi L, et al. Consensus recommendations on the management of toxicity associated with CD3×CD20 bispecific antibody therapy. Blood. 2024;143(16):1565-1575.
	6. Molica S, Rossi M, Allsup D. Epcoritamab in B-cell malignancies: current status and prospects. Expert Opin Biol Ther. 2024;24(1-2):1-5.

